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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 18 June 2007 . 
2a)D This action is FINAL. 2b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 164,177,221,231 and 284-306 is/are pending in the application. 

4a) Of the above claim(s) 286,292,294-296,299,301,304 and 306 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 164,177,221,231,284,285,287-291,293.297,298.300,302,303 and 305 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

, 8)Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9)D The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 02 October 2003 is/are: a)Q accepted or b)S objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

1 2)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(aHd) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 

3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) [><] Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) p aP er No(s)/Mail Date. . 

3) [3 Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notlce of Informal Patent Application 

Paper No(s)/Mail Date . 6) ^ Other: notice to comply, CRF report . 
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DETAILED ACTION 

1. Applicant's election without traverse of group I, drawn to 
antibody binding partners and kits, claims 164, 177, 221, 231, 
284-285, 287-294, 197-300, and 302-305, in the reply filed on. 
6/18/07 is acknowledged. Applicant has further elected a kit 
comprising a kit comprising an antibody to cysteinylated albumin 
as the species of kit. 

Claims 286, 295-296, 301, and 306 are withdrawn from 
further consideration by the examiner, 37 CFR 1.142(b), as being 
drawn to a non-elected invention. Claims 292, 294, 299, and 304 
are withdrawn from further consideration by the examiner, 37 CFR 
1.142(b), as being drawn to a non-elected species. 

Claims 164, 177, 221, 231, 284-285, 287-291, 293, 297-298, 
3 00, 302-3 03, and 3 05 read on the elected invention and are 
being acted upon. 

2. The drawings are objected to because Y axis labels for Figs 
7A-7S are missing. New corrected drawings in compliance with 

37 CFR 1.121(d) are required in this application. Applicant is 
advised to employ the services of a competent patent 
draftsperson outside the Office, as the U.S. Patent and 
Trademark Office no longer prepares new drawings . The corrected 
drawings are required in reply to the Office action to avoid 
abandonment of the application. The requirement for corrected 
drawings will not be held in abeyance. 

3. This application contains sequence disclosures that are 
encompassed by the definitions for nucleotide and/or amino acid 
sequences set forth in 37 CFR § 1.821(a)(1) and (a)(2). 
However, this application fails to comply with the requirements 
of 37 CFR §§ 1.821 through 1.825 for the reason (s) set forth 
below: 

The CRF submitted on 5/10/04 is non-compliant . See the 
enclosed copy of the CRF problem report. 

4. Applicant's information disclosure, filed 4/19/04, is 
acknowledged. However, citations A44, A48, A50-A53, A58, A65, 
and A69 have been lined through since copies of the references 
could not be located in the file. Applicant is invited to 
resubmit the references to complete the record. 



Application/Control Number: 10/680,935 
Art Unit: 1644 



Page 3 



5. The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the invention, and of 
the manner and process of making and using it, in such full, clear, concise, 
and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same 
and shall set forth the best mode contemplated by the inventor of carrying out 
his invention. 

Claims 164, 177, 221, 231, 285, 287-290, 293, 297, 300, 
3 02, and 305 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the written description requirement. 
The claim (s) contains subject matter which was not described in 
the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed 
invention. Specifically, there is insufficient written 
description to demonstrate that applicant was in possession of 
the claimed genus of antibodies specific for "post- 
translationally modified proteins" or "post-translationally 
modified" albumin and "cysteinylated proteins". 

The instant claims, are drawn to antibodies specific for 
"post-translationally modified" or "cysteinylated" proteins. 
This might encompass antibodies specific for virtually any 
protein, including cytokines, receptors, hormones, etc. This 
encompasses a wide range of structurally different antibodies 
that bind to structurally and functionally different proteins. 
Furthermore, the claims encompass antibodies specific for any 
type of post-translational modification of virtually any 
protein. This might include proteins modified by acylation, 
methylation, biotinylation, sulfation, ubiquitination, 
citrullination, etc. Furthermore, even when the claims are 
limited to antibodies specific for "post-translationally 
modified" albumin, this still encompasses a wide range of 
structurally different antibodies specific for a variety of 
modified forms of albumin, as discussed above. While the 
specification does disclose antibodies specific to several 
species of protein, including albumin, S100, troponin I, etc., 
as well as several types of post-translational modifications, 
including cysteinylation and phosphorylation, this is not 
sufficiently representative of the virtually unlimited number of 
structurally and functionally distinct antibodies encompassed by 
the instant claims. Thus, one of skill in the art would 
conclude that the specification fails to provide adequate 
written description to demonstrate that Applicant was in 
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possession of the claimed genus. See Eli Lilly, 119 F. 3d 1559, 
43, USPQ2d 1398. 

6. The following is a quotation of the appropriate paragraphs 
of 3 5 U.S.C. 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or 
a foreign country or in public use or on sale in this country, more than one 
year prior to the date of application for patent in the United States. 

Claims 164 and 284-285 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Doyen et al . , 1985, as evidenced by 
Glowacki et al . , 2004. 

Doyen et al . teach monoclonal antibodies specific for human 
serum albumin. Doyen et al . also teach that the antibodies are 
specific for several different albumin epitopes, including 
epitopes residing between residues 124-298, residues 308-496, 
and residues 496-585 (see page 8 in particular) . As evidenced 
by Glowacki et al . , albumin exists in the circulation as two 
major forms, including albumin-Cys34-S-S-Cys (i.e. cysteinylated 
albumin) . Thus, cysteinylated albumin is identical to albumin, 
except for the presence of a disulphide bonded cysteine residue 
at amino acid residue 34. Therefore, the antibodies taught by 
Doyen et al . would inherently bind to cysteinylated albumin, 
since it comprises an identical amino acid sequence to albumin 
over amino acid residues 124-598. Doyen et al . also teach using 
the antibodies for various immunological detection assays. 

Thus, the reference clearly anticipates the invention. 

7. The following is a quotation of 35 U.S.C. 103(a) which 
forms the basis for all obviousness rejections set forth in this 
Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior art 
are such that the subject matter as a whole would have been obvious at the time 
the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 164, 177, 221, 231, 284-285, 287-291, 293, 297-298, 
300, 302-303, and 305 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Doyen et al . , 1985 and Glowacki et aL. , 
2004, in view of US Patent 5,198,340. 
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The teachings of Doyen et al . and Glowacki et al . are 
described above. 

They do not teach a kit comprising the albumin specific 
antibodies. 

The '340 patent teaches that, as a matter of convenience, 
antibodies for immunological detection assays can be packaged in 
the form of a kit, along with instructions for carrying out the 
assay. 

Therefore, it would have been prima facie obvious to one of 
ordinary skill in the art at the time the invention was made to 
provide the albumin specific antibody used for immunological 
detection assays, as taught by Doyen et al - , as a part of a kit, 
as taught by the '340 patent. The ordinary artisan at the time 
the invention was made would have been motivated to do so since 
the '340 patent teaches the convenience of packaging reagents 
necessary for performing an assay together in the form of a kit. 
Furthermore, regarding the limitations of instructions 
specifying an intended use of the claimed kit (i.e. for 
diagnosing ischemia or multiple organ failure) , where the only 
difference between a prior art product and a claimed product is 
printed matter that is not functionally related to the product, 
the content of the printed matter will not distinguish the 
claimed product from the prior art (see MPEP 2112.01) . 

8. No claim is allowed. 

9 . Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Amy E. 
Juedes, Ph.D. whose telephone number is 571-272-4471. The 
examiner can normally be reached on 8am - 5pm, Monday through 
Friday. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner ' s supervisor, Christina Chan can be 
reached on 571-272-0841. The fax phone number for the 
organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval 
(PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or 
access to the automated information system, call 800-786-9199 
(IN USA OR CANADA) or 571-272-1000. 



Amy E. Juedes, Ph.D. 
Patent Examiner 
Technology Center 1600 
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Notice to Comply 


Application No. 
10/680,935 


Applicant(s) 

BAR-OR ET AL. 


Examiner 

Amy E. Juedes, Ph.D. 


Art Unit 
1644 




NOTICE TO COMPLY WITH REQUIREMENTS FOR PATENT APPLICATIC 


INS 



CONTAINING NUCLEOTIDE SEQUENCE AND/OR AMINO ACID SEQUENCE 
DISCLOSURES 



Applicant must file the items indicated below within the time period set in the Office action to which the 
Notice is attached to avoid abandonment under 35 U.S.C. § 133 (extensions of time may be obtained under 
the provisions of 37 CFR 1 .136(a)). 

The nucleotide and/or amino acid sequence disclosure contained in this application does not comply with 
the requirements for such a disclosure as set forth in 37 C.F.R. 1 .821 - 1 .825 for the following reason(s): 

1 • This application clearly fails to comply with the requirements of .37 C.F.R. 1 .821-1 .825. Applicant's 
attention is directed to the final rulemaking notice published at 55 FR 18230 (May 1 , 1990), and 1114 
OG 29 (May 1 5, 1 990). If the effective filing date is on or after July 1 , 1 998, see the final rulemaking 
notice published at 63 FR 29620 (June 1, 1998) and 1211 OG 82 (June 23, 1998). 

□ 2. This application does not contain, as a separate part of the disclosure on paper copy, a "Sequence 
Listing" as required by 37 C.F.R. 1 .821 (c). 

□ 3. A copy of the "Sequence Listing" in computer readable form has not been submitted as required by 
37 C.F.R. 1.821(e). 

□ 4. A copy of the "Sequence Listing" in computer readable form has been submitted. However, the 
content of the computer readable form does not comply with the requirements of 37 C.F.R. 1 .822 and/or 
1 .823, as indicated on the attached copy of the marked -up "Raw Sequence Listing." 

^ 5. The computer readable form that has been filed with this application has been found to be damaged 
and/or unreadable as indicated on the attached CRF Diskette Problem Report. A Substitute computer 
readable form must be submitted as required by 37 C.F.R. 1.825(d). 

□ 6. The paper copy of the "Sequence Listing" is not the same as the computer readable from of the 
"Sequence Listing" as required by 37 C.F.R. 1 .821(e). 

□ 7. Other: see attached office action. 



Applicant Must Provide: 

E<] An initial or substitute computer readable form (CRF) copy of the "Sequence Listing". 

^ An initial or substitute paper copy of the "Sequence Listing", as well as an amendment 
specifically directing its entry into the application. 

^ A statement that the content of the paper and computer readable copies are the same and, where 
applicable, include no new matter, as required by 37 C.F.R. 1.821(e) or 1.821(f) or 1.821(g) or 1.825(b) or 
1.825(d). 

For questions regarding compliance to these requirements, please contact: 

For Rules Interpretation, call (571) 272-2510 

For CRF Submission Help, call (571) 272-2501/2583. 

Patentln Software Program Support 

Technical Assistance 703-287-0200 

To Purchase Patentln Software 703-306-2600 

PLEASE RETURN A COPY OF THIS NOTICE WITH YOUR REPLY 



STIC Biotechnology Systems Branch 
CRF Problem Report 

The Biotechnology Systems Branch of the Scientific and Technical Information 
Center (STIC) experienced a problem when processing the following computer 
readable form (CRF): 

Application Serial Number: /O/6i < 80 y 93£C 
Filing Date: 

Date Processed by STIC: g J % /f)£~ 

STIC Contact: Mark Spencer: Telephone: 571-272-2510; Fax: 571-273-0221 
Nature of Problem: 



The CRF (was): 

(circle one) Damaged or Unreadable (for Unreadable, see attached) 

Blank (no files on CRF) (see attached) 

Empty file (filename present, but no bytes in file) (see attached) 

Virus-infected. Virus name: The STIC will not process the CRF 

Not saved in ASCII text 

Sequence Listing was embedded in the file. According to Sequence Rules, 

submitted file should only be the Sequence Listing. 
Did not contain a Sequence Listing, (see attached sample) 

PLEASE USE THE CHECKER VERSION 4,2.2 PROGRAM TO REDUCE ERRORS. 
SEE BELOW FOR ADDRESS: 

http:/www.uspto.gOY/web/offices/pac/checker/chkrnote.htm 

Applicants submitting genetic sequence information electronically on diskette or CD-Rom should be aware that there is 

a possibility that the disk/CD-Rom may have been affected by treatment given to all incoming mail. 

Please consider using alternate method's of submission for the disk/CD-Rom or replacement disk/CD-Rom. 

Any reply including a sequence listing in electronic form should NOT be sent to the 2023 1 zip code address for i he 

United Sta tes Patent and Trademark Office, and instead should be sent via the following to the indicated addresses: 

1. EFS-Bio (<http://www.uspto.eov/ebc/efs/downloads/documents.htm> , EFS Submission 
User Manual - ePAVE) 

2. U.S. Postal Service; Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450 

3. Hand Carry, Federal Express, United Parcel Service, or other delivery service (EFFECTIVE 01/14/05): 

U.S. Patent and Trademark Office, Mail Stop Sequence, Customer Window, Randolph Building, 401 Dulany Street. 
Alexandria, VA 22314 



Revised 01/24/05 



/o / ^^93 Sc. 



SEQUENCE LISTING 





<130> 4102-12 



<140> Not Yet Assigned 

<141> 2004-06-02 

<150> 09/995,277 

<151> 2001-11-26 




.<150> 10/687,109 
<151> 2003-10-15 



